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2. 
3. 



^nSi^ ^ intei^tionai preliminary examination report, established by this International Prelimto^ 
ExammmgAuthontyunderArtide35and transmitted to the applicant accordiijto^ Welimmary 
This REPORT consists of a total of ^ sheets, including this cover sheet. 
This report is also accompanied by ANNEXES, comprising: 

a. □ (spt to the applicant and to the International Bureau) Hiatal of sheets, as fbllo^: 

Sff infi^ descripUtm. claims and/or drawings which have been amended and are the basis of 
this report and/or sheets contammg rectifications authorized by this Authority (see Rule 70 16 
and SecUon 607 of the Administrative Instructions). ^""raniy ^see wue /o.i6 

S!f ""^^r^. T^^' ^ "^"^ c°°sid«« contain an amendment 

£??o"S^SLt^:irMBo?^^"'^^'^°^ 

b. □ (sent to thelntemationat Bureau only) a total of (indicate type andnumber of electronic canier(s)) 

.containing a sequence listing and/or tables relate theteto. in computer readable form only as 
SSragve^ay^ ^"^^ ^ Section zTl'fi'^ 

™s report contains indcations relating to the foUowing items: " ~ 





Box No. I 


□ 


Box No. n 




Box No. ni 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. Vn 




Box No. Vm 
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Non-estabUshment of opinion with regard to novelty, inventive step and industrial 
apphcabihty ^ 

Lack of unity of invention 

R^soned statement under Article 35(2) with regard to novelty, inventive step or 
mdustnal apphcability, citations and e^lanations supporting such statement 
Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABBLnY 



BoxNo>I Basis of the report 



Jfltemational application No. 
PCT/US04/09135 



1. With regard to the language, this report is based oa the international appUcation in the language in which it was filed, 
unless otherwise indicated under this item. 

This report is based on translations firom the original language into the following language 

which is the language of a translation fiiraished for the purposes of: ' 

international search (under Rules 12.3 and 23. 1(b)) 

□ publication of the international application (under Rule 12.4) 

n international preliminary examination (under Rules 55.2 and/or 55.3) 

^' SJ^Si^^^?^ mteniational appK«jti^ this report is based on (replacement sheets which ha,e been furnished 
lnZ^%^fr^o%!^ «nrfer^c/e 14 are referred to in this report as ^^originalfy filed" oLlare not 

13 the international application as originally filed/fianished 
the description: 

pages 1:48 as originaUy filed/furnished 

pages* NONE received by this Authority on 

pages* NONE received by this Authority on 

13 the claims: 

pages ^:51 as originally filed/furnished 

pages* NONE as amended (together with any statement) under Article 19 

pages* NONE ^ received by this Authority on 

pages* NONE received by this Authority on 

the drawings: 

pages NONE as originally filed/furnished 

pages* NONE received by this Authority on ' 

pages* NONE received by this Authority on ~ ~ 



□ a sequence listing and/or any related table(s) > see Supplemental Box Relating to Sequence Ustin& 

The amendments have resulted in the cancellation of 

the description, pages M3NE-^ 



the claims, Nos. notsjp. 



the drawings, sheets/figs M3£iK. 



the sequence listing {specify): nqnr 



any table(s) related to the sequence listing (specify): MnroR 



4. □ ThisreportlmsbeenestabKshedasif(someoOtheaii^^ 

suice they have been considered to go beyond the disclosuns as filed, as indicated in the Supplemenlal Box (Rule 70.2(c)). 



□ the description, pages 

□ the claims, Nos.. 



□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any tabie(s) related to the sequence listing (specify): 



* If item 4 appUes, some or aU of those sheets may be marked "superseded " 
Fomi PCT/IPEA/409 (Box No. T) (January 2004) " ~~ 



INTERNATIONAL PRELIMINAKy REPORT ON PATENTABILITY 



International application No. 
PCTAJS04/09135 



Box No. m Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



SnS^^^^ w^K*^^ ^"^^ invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
inaustnaUy applicable have not been examined in respect of 

□ the entire international application 
ISl claims Nos. 5,6aiid8 

because: 

□ the said international appUcation, or the said claim Nos. relate to the foUowing subject matter which does 

not require an intttnational preliminary examination (specify): 



the desmption, claims or drawings (indicate particular elements below) or said claims Nos. 5.6 and 8 are so 
unclear that no meaningful opinion could be formed (^ecify): 

iecognized°(?^?Sir6.^^ 



□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful 

opimon could be mmaied. 

no mtemational search report has been established for said claims Nos. 



' ^^f^^^^^OT amino acid sequence listing does not comply with the standard provided for in Annex C of 
theAdmmistrativelnsbxictionsinthat: 

thewrittenfonn □ has not been furnished 

does not comply with the standard 
the con^uter readable form □ has not been furnished 

□ does not con^y with flie standard 

□ the tables rdated to flie nucleotide and/or anrino acid sequence listing, if in computer readable form only, do not 
comply with the technical requirements provided for in Annex C-bis of the Administrative Mstnictions 
See SSupplemental Box for further details. 



Fonn PCT/IPEA/409 (Box No. TO) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



Inteniational application No. 
PCTAJS04/09I35 



BoxNo. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicabilify; citations and explanations supporting such statement 



1. Stat^ent 



Novelty (N) 



Inventive Step (IS) 



hidustrial Applicability (lA) 



Claims NONE 



Claims 1-17 



_YES 
_NO 



Claims NONE 



Claims 1-17 



_YES 



Claims 1-17 



Claims NONE 



^YES 



2. Citations and E?q3lanations (Rule 70.7) 
Please See Continuation Sheet 



Fonn PCT/IPEA/409 (Box No. V) (January 2004) 



INTERPtATIONAL PREIJMINAiaf REPORT ONPATEWr^ 



Box No. vm Certain observations on the international appUcation 



Inteniatioual applioatioa Na 
FCiyUS04/D913S 



s^>SS%:S?X°^t^^^ on fl« ,«««o„ wl«fl«r the clain. are feUy 



FonnPCT/UfUA/^Og CBckNo. Vm) Qamu^^Tm^ 
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International application No. 
PCTAJS04/09135 



Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 
Continuation of: 



V. 2. Citations and Explanations: 

Claims 1-3, 7, 9-1 1, 15-17 lack an inventive step under PCT Article 33(3) as being obvious over Suzuki et al fUSP#4 246.835'i 

c«^.H ^^'^'^^f " diagnosing renal disease by detecting fragments of albumin in human urine. The detection is 

earned out by mmumological methods (see abstract), such as EIA and immunoblot techniques (column 2, lines 63^). A 
^r^Z^Z^ "^"^ T^^^ assayed are solubilized by treating the sample in boiled wat^ for a obtain period to inJa^ &e 
f™^!?^"' lmes45-55). Sepamted human albumin and the human albumin ^gmenlsaieWf«^d 

LiZm 3 ^ "^^^1"^ V- i"*? f" ^'"t ("^""""^ 3. 35-40). Detection was carried o J^^lempei^ 

(column 13 bnes 17-35) Suzuki et al also teaches accurate quantitative detenmnation of urinary albumin maybe carried ombyMAMd 
,nmu„op5.c.p,tat.on w,th commercially available kits 4at contains anti-albumin antibodies ^riaftS^^^^S^ wl2e^t^ 
IS agglutinated by the antigen-antibody reacUon (column 1, lines 2SM6). muss wnraem laiex. 

Suzuki et al is silent with respect to teaching the particular ranges of albumin levels is diagnostic of renal disease. 

«i, i.^u^t"^' ^ "'^^"^ °f *«t «»e concentrations of protein in urine should be mmimal to nonexistent because 

oS^toS^l;HwT ■ 'T ff"'^'°«««*'"«a'°<*<'f«^«J*«'»i»»forproteinsattewtotn««quantffi 

h^^^^ fw ^.S'-T^ ^"^^ r^'? encompasses albumin nmges in the instant invention. Lau utiliz^ test stripsSticr 

Lau does not teach the specifte gravis of urine is indicativB of renal disease. 

with » five^irr^« referee of Zimmerle teaches that abnormaUy high or low specific gmvities ai« clinicaUy significant But, urine 
^^Sm^h w?^f " of 'PProMniately 1.0 10 that varies little fiom specimen to specimen is known isSuric whi A ^ 

condition mdicatrvB of severe renal damage with distnibance of bofii the conceJSktiflg and diluting abilities of the kidney. 

Zimmerk does not teach obtaining a urine sample fiom a feiid or equid to determine the amount of albumin. 
comno,^r ^T:.^ « ^ teaches a method of towering protein levels in urine, by admmistering to a patient an efiective amount of a 
are therapeutic. The patient of interest could be felmes. eomnes. canine, 7. naiaaanh 00 96^ n«ri in « 



Form Kn/IPEA/409 (SiqjplemenlBl Box) (January 2004) 



INTERNATIONAL PBEUMINARYB^OItT ON PATENTABILITY 
Supplemental Box " ' 



Inteimtional applicatioa No. 
PCT/U5(M/D9135 



experimental investieBtioiis of human disease. 



partiouh^2i.^IL^« ofordmary sfaUintheartto modify the refiaence to Suzaldet alto include flieoomslation of 

''°°«««^t'"'i'«ngf astei^ht by Lau because dififeientiatiiig between low piotemconcenlmtion levels is clinically 

SSiS^f^.^ ^ protem levels from? mg/dL to lOmg^dLmay indicate an excessive excretion of proteins that can signify a 

been turflier obvious to one of ordinary skiU m the art to determine albumin levels in the urine of felids and eauids tecause thev are 
as animal models for experimental investigations to explore human disease. ^ ^ 

• . '^i?^^^*'*"°*"^^'^**^'«^rcT Article 33(3) as being obvious over SnzuW 

m view of Zhang et al, and fbrtfaer m view of Morrison etal (tSPWO^ et al, m view of Lau, in view of Zmimerte, 

speoificall^t^^Lltr^lirn^^^^ 

mahomogeneousassay(smgIestep)fi«xiat which bound and fieehbeled material ne^«.t be se^ 

,„ «f^^^°T' * to one of ordinary skiU in the art to modify the teachings of Suzulci et al in view of Lau. 

m view of Zunmerle, in view of Zhang et al above Id include homogeneous (single step) and EUSAs alay bM^^^h^ 
Momson et al because detection of analytes can be performed withLt bbo,ions^seS^stepsC=rfSS-r2r^ ^ 

fUSP#5 (Sfi^^ ^^^'tT^'^lS^J^^.^^^f^^^^^'^^^ Suzuki et al (USP#4,246.835) in view of Lau 

as to sutetSSJS^SL^^Z^r* be provided as kits, wher« the reagents are in predetermined ratios, so 

av.lab?S?SSS:!^ 



Fonn PCT/IPEA/409 (Supplemental Box) (January 2004) 



